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NOTICES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

'  Office  of  the  Secretary 
PRIVACY  ACT  OF  1974 

Systems  of  Records  and  Notice  of 
nt>posed  Routine  Uses  Therefor 

Pursuant  to  the  Privacy  Act  of  1974 
(Pub.  L.  93-579)  as  prescribed  in  5  U.S.C. 
552a(e)  (4) ,  the  following  notices  of  sys¬ 
tems  of  records  that  are  maintained  by 
the  Department  of  Health,  Educaticxi, 
and  Welfare  are  published  as  set  forth 
below.  These  systems  are  currently  on¬ 
going  and  were  either  inadvertently 
omitted  from  past  publications  because 
of  oversight  or  they  are  notices  of  con¬ 
tractor  systems  of  records  where  the 
contracts  were  entered  into  before  Sep¬ 
tember  27,  1975. 


Prior  to  the  final  adoption  of  the  pro¬ 
posed  routine  uses  for  these  notices,  con¬ 
sideration  in  accordance  with  the  re¬ 
quirements  of  5  U£.C.  552a(e)(ll)  will 
be  given  to  c(»nment8  which  are  sub¬ 
mitted  in  writing  cm  or  before  Septem¬ 
ber  9,  1976.  C(»nments  should  be  ad¬ 
dressed  to  the  Director,  Pair  Informa¬ 
tion  Practice  Staff,  Department  of 
Health,  EducatlcHi,  and  Welfare,  200  In- 
dependoice  Ave.,  S.W.,  Washington, 
D.C.  20201.  Comments  received  will  be 
available  for  inspection  in  Room  526E, 
South  Portal  Building,  at  the  above  ad¬ 
dress. 

Dated:  July  30, 1976. 

John  Ottina, 
Assistant  Secretary  for 
Administration  and  Management. 


.r> 


It 


FEDERAL  REGISTB,  VOL  41,  NO.  155 — ^TUESDAY,  AUGUST  10,  1976 


HEALTH,  EDUCATION,  AND  WEIEARE 


33875 


NIH  NIDR  0303.00 

System  name:  Clinical  Research:  Study  of  Oral-Facial  Clefts, 

DHEW/NIH/NIDR. 

Security  classifkatioii:  None. 

System  location: 

Westwood  Building,  NIH 

5333  Westbard  Avenue 

Bethesda,  MD  20014  •  and  at  a  hospital/clinic  under  contract. 

Categories  of  individuals  covered  by  the  system:  Women  voluntari¬ 
ly  participating  in  the  study  who  previously  gave  birth  to  a  child 
with  cleft  lip,  with  or  without  cleft  palate,  and  an  equal  number  of 
women  planning  pregnancies  w  ho  will  serve  as  controls. 

Categories  of  records  in  the  system:  Medical  records  describing 
patients’  blood  and  urine  metabolic  determinations,  environmental 
factors  to  which  they  have  been  exposed,  and  health  of  their  off¬ 
spring. 

Authority  for  maintenance  of  the  system:  42  U.S.C.  241,288a. 

Routine  uses  of  records  maintained  in  the  system,  including  catego¬ 
ries  of  users  and  the  purposes  of  such  uses: 

1 .  Disclosure  may  be  made  to  a  congressional  office  from  the 
record  of  an  individual  in  response  to  an  inquiry  from  the 
congressional  office  made  at  the  request  of  the  individual. 

2.  Data  are  to  be  used  by  authorized  contractor  investigators  in 
the  conduct  of  the  study  and  in  the  preparation  of  scientific 
reports. 

3.  To  the  Department  of  Justice  or  other  appropriate  Federal 
agencies  in  defending  claims  against  the  United  States  when 
the  claim  is  based  upon  an  individual's  mental  or  physical 
condition  and  is  alleged  to  have  arisen  because  of  activities 
of  the  Public  Health  Service  in  connection  with  such 
individual.  (Appendix  B  Departmental  Regulations  (45  CFR 
Part  5b),  Item  100). 

4.  Certain  infectious  diseases  are  reported  to  state  government 
as  required  by  law. 

Policies  and  practices  for  storing,  retrieving,  accessing,  retaining, 
and  disposing  of  records  in  the  system: 

Storage:  Locked  file  cabinets  and  coding  system. 

Retrievability:  Name,  patient  number,  or  identifier  code.  NIH 
USE:  Data  analysis;  prograip  management;  DHEW  user 
(Craniofacial  Anomalies  Program  Branch,  NIDR)  will  receive  data 
extracted  by  principal  investigators  from  volunteer  research  records 
to  determine  possible  metabolic  and  environmental  etiologic  factors 
during  pregnancy  associated  with  cleft  lip  with  or  without  cleft  pa¬ 
late  in  the  offspring. 

Safeguards:  The  records  are  maintained  in  locked  cabinets  with 
access  limited  to  authorized  personnel  (system  manager,  principal 
investigator  and  his  staff  assigned  to  the  project,  project  officer, 
contracting  officer).  For  computerized  records,  safeguards  are 
established  in  accordance  with  Departmental  standards  and  Na¬ 
tional  Bureau  of  Standards  guidelines,  e.g.,  security  codes  will  be 
used  limiting  access  to  authorized  personnel. 

Retention  and  disposal:  One  year  to  indefinitely,  depending  on  the 
requirements  of  the  study.  Records  are  shredded,  burned  or  erased. 

System  manager(s)  and  address: 

Chief,  Craniofacial  Anomalies  Program  Branch 

National  Institute  of  Dental  Research,  NIH 

Westwood  Building,  Room  520 

53333  Westbard  Avenue 

Bethesda,  Maryland  20014 

Notification  procedure:  To  determine  if  a  file  exists,  write  to  the 
System  Manager  and  provide  the  following  information: 

1 .  approximate  dates  and  place  of  treatment. 

2.  name  of  the  study,  if  known. 

3.  an  individual  who  requests  notification  of  or  access  to  a 
medical  record  shall,  at  the  time  the  request  is  made, 
designate  a  responsible  representative  in  writing  who  will  be 
willing  to  review  the  record  and  inform  the  subject  individual 
of  its  contents  at  the  representative’s  discretion  (these 
notification  and  access  procedures  are  in  accordance  with 
Department  Regulations  (45  CFR,  Part  5b.6),  Federal 
Register,  Octolxr  8,  1975,  page  47411). 

Record  access  procedures:  Same  as  notification  procedures. 
Requestors  should  also  reasonably  specify  the  record  contents 
being  sought. 


Coatcstin|{  record  procedures:  Write  to  system  manner  and 
reasonaMy  identify  the  record  and  specify  the  information  to  be 
contested,  in  accordance  with  Department  Regulations,  Federal  Re¬ 
gister,  October  8,  1975,  page  47411  (45  CFR,  ^rt  5b.7). 

Record  source  categories:  Hospital  medical  records,  pathology  and 
biochemistry  laboratory  records,  and  diaries  on  environmental  fac¬ 
tors  kept  by  patients. 

Systems  exempted  from  certaia  provisioas  of  the  act:  None. 

NIH  NHLl  0309.M 

System  nauM:  National  Heart  and  Lung  Epidemiological  and 
Biometric  Studies.  DHEW/NIH/NHLI. 

Security  classifkation:  None. 

System  location:  Records  included  in  this  system  are  located  in 
hospitals,  universities,  research  centers,  research  foundations,  and 
coordinating  centers  under  contract  with  the  National  Heart  and 
Lung  Institute,  and  in  NHLl  facilities  in  Bethesda,  Maryland. 

Categorim  of  individuak  covered  by  the  system:  Participants  in 
these  studies  include  I)  individuals  who  have  been  or  who  are  ^ 
presently  being  treated  by  the  National  Heart  and  Lung  Institute, 
for  diseases  or  conditions  of  the  heart,  lung,  blood  vessels  and 
blood;  2)  individuals  whose  physical,  genetic,  social,  economic,  en- 
viommenlal,  behavioral  or  nutritional  conditions  or  habits  are  being 
studied  in  relation  to  the  incidence  of  heart,  lung,  blood  vessel  and 
blood  diseases  among  human  beings;  and  3)  normal  volunteers  who 
have  agreed  to  provide  control  data  germane  to  these  studies. 

Categories  of  records  iu  the  system:  This  ^stem  consists  of  a 
variety  of  clinical,  medical,  and  statistical  information  resulting 
from  or  contained  in  research  findings,  medical  histories,  vital 
statistics,  personal  interviews,  questionnaires,  or  direct  observation. 

The  system  also  includes  records  of  current  addresses  of  study  par¬ 
ticipants,  photographs,  fingerprints,  and  correspondence  from  or 
about  participants  in  these  studies. 

Authority  for  auintcuaBcc  of  the  system:  Sec.  412,  413  Public 
Health  Service  Act  (42  U.S.C.  287a,  28^) 

Routine  uses  of  records  maintained  in  the  system,  including  catego¬ 
ries  at  nsers  and  the  pnrpoacs  of  such  naes: 

1.  Research  data  are  made  available  to  authorized, 
collaborating  researchers,  which  includes  DHEW  contractors 
and  grantees. 

2.  See  Appendix  B  Departmental  Regulations  (45  CFR  Part  5b), 
Items:  2,3,8,9,100,101,  and  102. 

Policies  and  practices  for  storing,  retrieving,  accessing,  retaiaing, 
and  disposing  of  records  in  the  qrstem: 

Storage:  Data  may  be  stored  in  file  folders,  magnetic  tapes  or 
discs,  punched  cards,  bound  note  books. 

Retrievabnity:  Information  is  retrieved  by  name  and/or  partici¬ 
pant  identification  number.  DHEW  Uses:  Summaries  of  data  result¬ 
ing  from  these  studies  are  used  by  the  National  Heart  and  Lui^  In¬ 
stitute  to  monitor  and  evaluate  the  incidence  of  the  diseases  or  the 
conditions  under  investigation  and  the  relationship  of  various  fac¬ 
tors  to  the  occurrence  of  these  diseases,  and  for  program  planning 
and  evaluation  purposes. 

Safepnards:  Access  to  or  disclosure  of  information  is  limited  to 
authorized  researchers,  NHLl  employees  whose  duties  require  the 
use  of  such  information,  and  subject  individuals  themselves  whose 
identity  has  been  properly  verified.  Data  stored  in  computers  is  ac¬ 
cessed  through  the  use  of  key  words  known  only  to  principd  in- 
vestigatores  or  authorized  personnel.  All  other  information  will  be 
stored  in  locked  files. 

Rctcatkm  and  diipoaal:  Records  are  retained  by  NIH  indefinitely, 
as  the  documentation  from  scientific  and  medical  research  are  nor¬ 
mally  permanent  records. 

System  managerfs)  umI  addrms: 

Chief,  Epidemiology  Bnmch 
National  Heart  and  Lung  Institute 
Landow  Building,  C82S 
7910  Woodmont  Avenue 
Bethesda,  MD  20014 

Notificatioa  pracednre: 

NHLl  Privacy  Coordinator 
Building  31,  NIH 
9000  Rockville  Pike 
Bethesda,  MD  20014 

Requestors  must  provide  the  following  information  in  writing: 

1.  Full  name 

2.  Name  and  location  of  research  study  j) 
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3.  Approximate  dates  of  enrollment  These  notification 
procedures  are  in  accordance  with  the  DHEW  regulations  as 
published  in  the  Federal  Register,  October  8,  1975,  p.4741l 
^(45  CFR,  Part  5b.6). 

Record  accca  proccduret:  Same  as  notification.  Requestors 
should  also  reasonably  specify  the  record  contents  being  sought. 
These  access  procedures  are  in  accordance  with  the  DHEW  regula¬ 
tions  as  published  in  the  Federal  Register,  October  8,  1975,  p.4741l 
(45  CFR,  Part  5b.6). 

Ceatesting  record  procedures:  System  Manager  as  indicated 
above.  The  contestor  must  reasonably  specify  in  writing  the  record 
contents  at  issue. 

Record  source  categories:  Information  contained  in  these  records 
is  obtained  directly  from  individual  participants  and  from  medical 
and  clinical  research  observations. 

IS 

None. 

NIH  NICHD  OJia.M 

System  nauM:  Clinical  trials  dealing  with  phototherapy  for  neonatal 
hyperbilirubinemia~HEW/NIH/NICHD. 

Security  classification:  None. 

System  location: 

Bldg.  31,  Room  2A-50 
9000  Rockville  Pike 
Betbesda,  Maryland  20014 

And  six  contract  sites  performing  the  trials  (See  Appendix). ' 

Categorte  of  individuals  covered  by  the  system:  Patients  in  clinical 
trials  dealing  with  phototherapy  in  the  newborn. 

Categories  of  records  la  the  system:  Individual  medical  and  labora¬ 
tory  records  of  subjects  participating  in  the  study. 

Authority  for  maiatenance  of  the  system:  42  U.S.C.  241(g),  289d. 

Routine  uses  of  records  maintained  in  the  system,  incloding  catcgo* 
ries  of  users  and  the  purposes  of  such  uses: 

1.  Disclosure  may  be  made  to  a  congressional  office  from  the 
record  of  an  individual  in  response  to  an.inquiry  from  that 
office  made  at  the  request  of  that  individual,  parents,  or 
guardian. 

2.  Certain  infectious  diseases  are  reported  to  state  governments 
as  required  by  law. 

3.  Information  may  be  given  to  a  primary  care  physician  when 
treatment  or  follow-up  of  a  condition  noted  during  the  one- 
year  examiiMtion  given  each  patient  in  the  study  is  indicated. 

4.  To  the  Department  of  Justice  or  other  appropriate  Federal 
agencies  in  defending  claims  against  the  Unit^  States  when 
the  claim  is  based  upon  an  individual’s  mental  or  physical 
condition  and  is  alleged  to  have  arisen  because  of  activity  of 
the  Public  Health  Service  in  connection  with  such  individual. 
(Appendix  B  Departmental  Regulations  (45  CFR  Part  5b), 
Item  100.) 

Policies  and  practices  (or  storing,  retrieving,  accessing,  retaining, 
and  dlsposiug  of  records  ia  the  system: 

Storage:  File  folders,  computer  tapes  or  discs. 

Retrievability:  Name  or  identifier  code.  NIH  Uses:  Data  analysis; 
program  manaMment;  DHEW  user  (Office  of  the  Scientific 
Director,  NICHD)  will  receive  unidentified,  aggregate  data  ex¬ 
tracted  by  the  principal  investigators  from  patient  records  describ¬ 
ing  the  effects  of  phototherapy  on  the  treatment  of  hyperbiliru¬ 
binemia  in  newborns  and  the  subsequent  development  of  the  pa¬ 
tient. 

Safeguards:  The  records  are  maintained  in  locked  cabinets  with 
access  limited  to  authorized  personnel  (system  manager,  principal 
investigator  and  his  staff  assigned  to  the  project,  project  officer, 
contracting  officer).  For  computerized  records,  safeguards  are 
established  in  accordance  with  Departmental  standards  and  Na¬ 
tional  Bureau  of  Standards  guidelines,  e.g.  security  codes  will  be 
’  used  limiting  access  to  authorized  personnel.  _ 

Retention  and  disposal:  One  year  to  indefinitely,  depending  on  the 
length  of  the  patient  follow-up  required  to  complete  the  study. 
Records  are  shredded,  burned  or  erased. 

System  mauagerfs)  and  addrem: 

Chief,  Section  on  Human  Biochemical  and  Developmental 
Genetics,  NPMB 

Intramural  Research  Program,  NICHD,  NIH 
Bldg.  10,  13N258 
9000  Rockville  Pike 


Bethesda,  Maryland  20014 

Notificatioa  procedure:  To  determine  if  a  file  exists,  write  to  the 
System  Manager  and  provide  the  following  information: 

1.  Approximate  dates  and  place  of  treatment. 

2.  Name  of  the  study,  if  known. 

3.  An  individual  who  requests  notification  of  or  access  to  a 
medical  record  shall,  at  the  time  the  request  is  made, 
designate  a  responsible  representative  in  writing  who  will  be 
willing  to  review  the  reco^  and  inform  the  subject  individual 
of  its  contents  at  the  representative's  discretion  (these 
notification  and  access  procedures  are  in  accordance  with 
Department  Regulations  (45  CFR,  Part  5b.6),  Federal 
Register,  Octolwr  8,  1975,  page  47411), 

Record  aceem  procedures:  Same  as  notification  procedures. 
R^uestors  should  also  reasonably  specify  the  record  contents 
being  sought. 

Coulcsting  record  procedures:  Write  to  system  manager  and 
reasonably  identify  the  record  and  specify  the  information  to  be 
contested,  in  accordance  with  Department  Regulations,  Federal  Re¬ 
gister,  October  8,  1975,  page  47411  (45  CFR,  ^rt  5b.7). 

Record  source  categories:  Information  provided  by  subjects  and 
clinical  investigators. 

Systems  exempted  from  certain  provisions  of  the  act:  None. 

APPENDIX  I 


NOl-HD-4-2818 

University  of  Cincinnati 
College  of  Medicine 
Cincinnati,  Ohio  45219 

Principal  Investigator: 

James  M.  Sutheriand.  M.D. 

NOl -HD-4-2819 

State  University  of  New  York 
Downstate  Medical  Center. 

450  Clarkson  Avenue 
Brooklyn,  NY  11203 

Principal  Investigator: 

Dr.  Audrey  K.  Brown 

NOl -HD-4-2820 

Virginia  Commonwealth  University 
Medical  College  of  Virginia 
1200  East  Broad  Street 
Richmond,  VA  23298 

Principal  Investigator. 

Harold  M.  Maurer,  M.D. 

NOl-HD-4-2821 

Long  Island  Jewish  Hillside  Medical  Center 
New  Hyde  Park 
New  York  11041 

Principal  Investigator: 

Philip  J.  Lipsitz,  M.D. 

NOl -HD-4-2822 

Albert  Einstein  College  of  Medicine  of  Yeshiva  University 
1300  Morris  Park  Avenue 
Bronx,  NY  10461 

Principal  Investigator: 

Lawrence  M.  Gartner,  M.D. 

NOl -HD-4-2823 

Professiotuil  Staff  Association  of  the  LAC/USC  Medical 
Center 

Women’s  Hospital,  Room  919L 
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1240  Mission  Road 
Los  Angeles,  CA  90033 

Principal  Investigators: 

Joan  E.  Hodgman,  M.D. 

Paul  U.  K.  Wu,  M.D. 

NIH  NINCDS  0315.00 

System  name:  Neural  Prosthesis  &  Biomedical  Engineering  Studies. 
HEW/NIH/NINCDS. 

Security  classification:  None. 

System  location: 

NIH 

Federal  Building,  Room  120 
7550  Wisconsin  Ave. 

Bethesda,  Md  20014 

and  at  hospitals  and  medical  centers  under  contract.  A  list  of 
locations  is  available  upon  request  from  system  manager. 

Categories  of  individuals  covered  by  the  ^stem:  Patients  and  nor¬ 
mal  volunteers,  males  and  females,  participating  in  clinical  studies 
to  determine  the  feasibility  of  neural  prostheses,  and  in  clinical  stu¬ 
dies  related  to  the  development  of  instrumentation  for  diagnosis 
and  treatment  of  neurological  and  sensory  disorders  conducted 
under  contract  for  the  National  Institute  of  Neurological  and  Com¬ 
municative  Disorders  and  Stroke. 

Categories  of  records  in  the  system:  Clinical  research  data  as  re¬ 
lated  to  studies  which  seek  to  determine  the  feasibility  of  neural 
prostheses  and  to  develop  instrumentation  for  diagnosis  and  treat¬ 
ment  of  neurological  and  sensory  disorders. 

Authority  for  maintenance  of  the  system:  42  U.S.C.  421,  289a, 
289c. 

Routine  uses  of  records  maintained  in  the  system,  including  catego¬ 
ries  of  users  and  the  purposes  of  such  uses: 

1.  Records  are  made  available  to  approved  or  collaborating 
researchers,  including  DHEW  contractors  and  grantees. 

2.  Disclosure  may  be  made  to  a  congressional  office  from  the 
record  of  ith  individual  in  response  to  an  inquiry  from  the 
congressional  office  made  at  the  request  of  that  individual. 

3.  To  the  Department  of  Justice  or  other  appropriate  Federal 
Agencies  in  defending  claims  against  the  United  States  when 
the  claim  is  based  upon  an  individual's  mental  or  physical 
condition  and  is  alleged,  to  have  arisen  because  of  activity  of 
the  Public  Health  Service  in  connection  with  such  individual. 
(Appendix  B,  Department  Regulations  (45  CFR  Part  5b)  Item 
100.) 

Policies  and  practices  for  storing,  retrieving,  accessing,  retaining, 
and  disposing  of  records  in  the  system: 

Storage:  They  are  stored  in  file  folders. 

Retrievahility:  They  are  retrieved  by  name.  HEW  use:  research 
on  the  feasibility  and  development  of  neural  prostheses,  and 
research  related  to  the  development  of  instrumentation  for  the  diag¬ 
nosis  and  treatment  of  neurological  and  sensory  disorders.  Clinical 
research  data  is  used  by  the  National  Institute  of  Neurological  and 
Communicative  Disorders  and  Stroke  and  unidentified  aggregate 
data  may  be  used  by  other  NIH  scientists. 

Safeguards:  The  records  are  maintained  in  cabinets  with  access 
limited  to  authorized  personnel  (system  manager  and  members  of 
his  staff,  project  officer,  and  contracting  officer). 

Retention  and  disposal:  Years  at  NIH:  indefinitely. 

System  manager(s)  and  address: 

Director,  Fundamental  Neurosciences  Program 
Federal  Building,  Room  120 
7550  Wisconsin  Ave 
Bethesda,  MD  20014 

Notification  procedure:  Write  To: 

Head,  Administrative  Management  Section 
Building  31,  Room  8A47 
9000  Rockville  Pike 
Bethesda,  MD  20014 

and  ask  if  a  file  exists  with  your  name  in  the  Neural  Prothesis 
or  Biomedical  Engineering  Studies.  Also,  designate  a 
responsible  representative  who  will  be  willing  to  review  the 
record  and  inform  you  of  its  contents  at  his/her  discretion. 
(These  notification  and  access  procedures  are  in  accordance 
with  Department  Regulations  (45  CFR,  Part  5b.6)  Federal 
Register,  October  8,  1975,  page  47411.) 


Record  accen  procedures:  Same  as  notification  procedures. 
Requesters  should  also  reasonably  specify  the  record  contents 
being  sought. 

Contesting  record  procedures:  Write  to  system  manager  and 
reasonably  identify  the  record  and  specify  the  information  to  be 
contested,  in  accordance  with  Department  Regulations,  Federal  Re¬ 
gister,  October  8,  1975,  page  47411  (45  CFR,  Part  5b.7). 

Record  source  categories:  Patients,  patients’  families,  hospital 
records  and  clinical  investigators. 

Systems  exempted  from  certain  provisions  of  the  act:  None. 

NIH  NINCDS  0316.00 

System  name:  Clinical  Research  Studies  dealing  with  Hearing, 
Speech  and  Language  Disorders.  HEW/NIH/NINCDS. 

Security  classification:  None. 

System  location: 

Federal  Building,  NIH 
7550  Wisconsin  Avenue 
Bethesda,  MD  20014 

And  at  hospitals,  medical  centers,  universities  and  educational 
settings  under  contract.  A  list  of  locations  is  available  upon 
request  from  the  System  Manager. 

Categories  of  individuals  covered  by  the  system:  Patients  and  nor¬ 
mal  volunteers  participating  in  clinical  research  studies  dealing  with 
hearing,  speech  and  language  disorders. 

Categories  of  records  in  the  system:  Medical  findings,  clinical 
research  data,  medical  and  educational  histories  and  research  data 
on  the  hearing,  speech,  language  and  cognition  of  subjects  being 
tested. 

Authority  for  maintenance  of  the  system:  42  U.S.C.  241,  289a, 
289c. 

Routine  uses  of  records  maintained  in  the  system,  including  catego¬ 
ries  of  users  and  the  purposes  of  such  uses: 

1 .  Records  are  made  available  to  approved  or  collaborating 
researchers,  including  DHEW  contractors  and  grantees. 

2.  Disclosure  may  be  made  to  a  congressional  office  from  the 
record  of  an  individual  in  response  to  an  inquiry  from  the 
congressional  office  made  at  the  request  of  that  individual. 

3.  To  the  Department  of  Justice  or  other  appropriate  Federal 
agencies  in  defending  claims  against  the  United  States  when 
the  claim  is  based  upon  an  individual’s  mental  or  physical 
condition  and  is  alleged  to  have  arisen  because  of  activity  of 
the  Public  Health  Service  in  connection  with  such  individual 
(Appendix  B  Departmental  Regulations  (45  CFR  Part  5b) 

Item  100.) 

Policies  and  practices  for  storing,  retrieving,  accessing,  retaining, 
and  disposing  of  records  in  the  system: 

Storage:  They  are  stored  in  file  folders. 

Retrievahility:  Name  or  identifier  code.  HEW  uses:  Data  analy¬ 
sis;  program  management;  DHEW  user  (Communicative  Disorders 
Program,  National  Institute  of  Neurological  and  Communicative 
Disorders  and  Stroke),  will  receive  data  extracted  by  principal  in¬ 
vestigators  from  patient  and  normal  volunteer  records  on  the  ef¬ 
fects  of  various  factors  on  hearing,  speech,  language,  and  cogni¬ 
tion. 

Safeguards:  The  records  are  maintained  in  cabinets  in  offices 
where  access  is  limited  to  authorized  personnel  (principal  investiga¬ 
tor  and  staff  assigned  to  the  project,  project  officer,  contracting  of¬ 
ficer). 

Retention  and  disposal:  Years  at  NIH:  one  year  to  indefinitely, 
depending  on  the  requirements  of  the  specific  study.  Following 
completion  of  a  specific  study  all  individual  identification  will  be 
removed,  or  the  records  destroyed. 

System  nunager(s)  and  address: 

Director,  Communicative  Disorders  Program 
Federal  Building,  NIH 
7550  Wisconsin  Avenue 
Bethesda,  Md.  20014 

Notification  procedure:  Write  To: 

Head,  Administrative  Management  Section 
Building  31,  Room  8A47 
9000  Rockville  Pike 
Bethesda,  Maryland  20014 
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To  ask  if  a  file  exists  with  your  name  in  studies  of 
Communication  Disorders  Program.  Please  supply  the 
following  information: 

1 .  Approximate  date  and  place  of  examination  and/or 
treatment. 

2.  Name  of  the  study,  if  known. 

3.  A  responsible  representative  who  will  be  willing  to  review 
the  record  and  inform  you  of  its  contents  at  his/her 
discretion.  (These  notification  and  access  procedures  are  in 
accordance  with  Department  Regulations  (45  CFR,  Part  Sb.6) 
Federal  Register.  October  8,  1975,  page  47411). 

Record  access  procedures:  Same  as  notification  procedures. 
Requests  should  also  reasonably  specify  the  record  contents  being 
sought. 

Contesting  record  procedures:  Write  to  system  manager  and 
reasonably  identify  the  record  and  specify  the  information  to  be 
contested,  in  accordance  with  Department  Regulations,  Federal  Re¬ 
gister,  October  8,  1975,  page  47411  (45  CFR  Part  5b.7). 

Record  source  categories:  Information  provided  by  patients,  pa¬ 
tients'  families,  hospital  records,  school  records,  and  clinical  in¬ 
vestigators. 

Systems  exempted  from  certain  provisions  of  the  act:  None. 

NIH  NCI  0325.00 

System  name:  Environmental  Epidemiologic  Studies  in  the  Division 
of  Cancer  Cause  and  Prevention,  HEW/NIH/NCI. 

Security  classification:  None. 

System  location: 

Landow  Building,  Room  A521 
7910  Woodmont  Ave. 

Bethesda,  Md.  20014 
and 

Bldg.  12,  NIH 
9000  Rockville  Pike 
Bethesda,  Md.  20014 

and  at  hospitals,  medical  schools,  universities,  research 
institutions,  commercial  organizations,  state  agencies,  and 
collaborating  government  agencies.  A  list  of  locations  and 
contracts  is  available  upon  request  from  the  System 
Manager. 

Categories  of  individuals  covered  by  the  system:  Patients  with 
cancer  and  related  diseases,  (e.g.,  birth  defects),  patients  with  other 
diseases  (e.g.,  heart  disease),  normal  and  other  persons  (e.g.,  family 
members)  for  the  purpose  of  making  comparisons. 

Categories  of  records  in  the  system:  Medical  records,  progress  re¬ 
ports.  correspondence,  epidemiological  computerized  data  and 
records  on  biological  specimens  (e.g.,  blood,  tumors,  urine,  etc.). 

Authority  (or  maintenance  of  the  system:  42  U.S.C.  241 ,  and  282. 

Routine  uses  of  records  maintained  in  the  system,  including  catego¬ 
ries  of  users  and  the  purposes  of  such  uses: 

1 .  Disclosure  may  be  made  to  DHE W  contractors  and 
collaborating  researchers  and  their  staff  in  the  conduct  of  the 
study  and  in  preparation  of  scientific  reports. 

2.  Disclosure  may  be  made  to  a  congressional  office  from  the 
record  of  an  individual  in  response  to  an  inquiry  from  the 
congressional  office  made  at  the  request  of  the  individual. 

3.  See  other  DHEW  routine  uses  as  published  in  the  Federal 
Register,  October  8,  1975,  Page  47415,  Appendix  B,  items  9 
and  100  (45  CFR  Part  5b). 

Policies  and  praetkes  for  storing,  retrieving,  accessing,  retaining, 
and  disposing  of  records  in  the  system: 

Storage:  File  folders,  microfilm,  charts,  graphs,  computer  tapes 
discs  and  punch  cards. 

Retrievability:  By  name  and/or  code  number.  NCI  uses:  to  deter¬ 
mine  (1)  factors  or  substances  in  the  environment  which  cause 
cancer;  (2)  ways  in  which  these  factors  or  substances  may  cause 
cancer;  and  (3)  characteristics  of  persons  who  may  be  particularly 
susceptible  to  the  environmental  factor!  s)  or  substance(s)  and/or  to 
cancer. 

Safeguards:  DHEW  contractors  and  collaborating  researchers  will 
comply  with  the  provisions  of  the  Privacy  Act  and  with  Department 
Regulations.  Subjects  participating  in  a  clinical  study  will  be  ad¬ 
vised  that  their  identity  will  only  be  known  to  those  who  are  in¬ 
volved  in  conducting  the  study  and  that  any  published  findings  will 
be  in  a  format  which  precludes  individual  identification.  DaU  w'ill 
be  kept  in  secured  areas  with  access  limited  to  authorized  person¬ 


nel  (system  manager,  project  officer,  contracting  officer,  col¬ 
laborating  researchers,  staff,  and  DHEW  contractors).  Data  trans¬ 
mitted  to  the  NCI  will  be  in  a  non-personally  identifiable  form.  For 
computerized  records  the  contractor  will  comply,  where  ap¬ 
propriate,  with  Department  standards  and  National  Bureau  of  Stan¬ 
dards  Guidelines.  For  example,  access  is  controlled  by  the  use  pf 
security  codes  known  only  to  authorized  personnel. 

Retention  and  disposal:  One  year  to  indefinitely  depending  on  the 
project.  Hard  copy  burned;  computer  tapes  and  discs  erased. 

System  manager(s)  and  address: 

Chief,  Environmental  Epidemiology  Branch 
National  Cancer  Institute 
Landow  Building,  Room  A52I 
7910  Woodmont  Avenue 
Bethesda,  Maryland  20014 

Notification  procedure: 

To  determine  if  a  file  exists  write  to  system  manager  and 
provide  the  following  information: 

a.  System  name:  Environmental  Epidemiologic  Studies  in  the 
Division  of  Cancer  Cause  and  Prevention 

b.  Complete  name  at  time  of  study 

c.  Facility  and  home  address  at  the  time  the  study  was 
undert^en 

d.  Date(s)  at  the  time  the  information  was  provided  (if  known) 

e.  Birthdate 

f.  Disease  type  (if  known) 

Medical  records  notification  procedures  are  in  accordance  with 
Departmental  Regulations,  Federal  Register,  October  8, 

1975,  page  47411  (45  CFR  Part  5b.6)  (See  12  below) 

Record  accen  procedures:  The  same  information  provided  above 
for  notification  is  also  needed  for  access.  (1)  Non-Medical  Records 
-  written  requests  should  be  made  to  the  System  Manager  providing 
identity  verification  consisting  of  either  a  notarization  of  the 
request  or  a  certification  that  the  individual  is  who  he  or  she  claims 
to  be,  and  understands  that  the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  the  individual  under  false 
pretenses  is  a  criminal  offense  under  the  Act,  subject  to 

5,000  fine.  (2)  Medical  Records  access  procedures  are  in  ac¬ 
cordance  with  Departmental  Regulations,  Federal  Register,  October 
8,  1975,  page  47411  (45  CFR,  Part  5b.6).  Individuals  seeking  access 
to  medical  records  should  designate  a  representative  (including  ad¬ 
dress)  who  may  be  a  physician,  other  health  professional,  or  other 
responsible  individual  who  would  be  willing  to  review  the  record 
and  inform  the  subject  individual  of  its  contents,  at  the  representa¬ 
tive's  discretion. 

Contesting  record  procedures:  Write  to  system  manager  and  speci¬ 
fy  the  record  and  the  part(s)  to  be  contested. 

Record  source  categories:  DHEW  agencies,  institutions  under  con¬ 
tract  to  the  U.S.  Government,  universities,  medical  schools, 
hospitals,  research  institutions,  commercial  institutions,  state'agen- 
cies,  other  U.S.  Government  agencies,  patients  and  normal  volun¬ 
teers,  physicians,  research  investigators  and  other  collaborating 
personnel. 

Systems  exempted  from  certain  provisions  of  the  act:  None. 

NIH  NCI  0326.00 

System  name:  Clinical  Epidemiologic  Studies  in  the  Division  of 
Cancer  Cause  and  Prevention,  HEW/NIH/NCI. 

Security  classification:  None. 

System  location: 

Landow  Building,  Room  A521 
7910  Woodmont  Ave. 

Bethesda.  Md.  20014 
and 

Bldg.  12,  NIH 
9000  RockvUle  Pike 
Bethesda,  Md.  20014 

and  at  hospitals,  medical  schools,  universities,  research 
institutions,  commercial  organizations,  state  agencies,  and 
collaborating  government  agencies.  A  list  of  locations  and 
contracts  is  available  upon  request  from  the  System 
Manager. 

Categories  of  individuals  covered  by  the  system:  Patients  with 
cancer  and  related  diseases,  (e.g.,  birth  defects),  patients  with  other 
diseases  (e.g.,  heart  disease),  normal  and  other  persons  (e.g.,  family 
members)  for  the  purpose  of  making  comparisons. 
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CaleKories  of  records  in  the  system:  Medical  records,  progress  re¬ 
ports,  correspondence,  epidemiological  computerized  data  and 
records  on  biological  specimens  (e.g.,  blood,  tumors,  urine,  etc.). 

Authority  for  maintenance  of  the  system:  42  U.S.C.  241,  and  282. 

Routine  uses  of  records  maintained  in  the  system,  including  catego¬ 
ries  of  users  and  the  purposes  of  such  uses: 

1.  Disclosure  may  be  made  to  DHEW  contractors  and 
collaborating  researchers  and  their  staff  in  the  conduct  of  the 
study  and  in  preparation  of  scientific  reports. 

2.  Disclosure  may  be  made  to  a  congressional  office  from  the 
record  of  an  individual  in  response  to  an  inquiry  from  the 
congressional  office  made  at  the  request  of  the  individual. 

3.  See  other  DHEW  routine  uses  as  published  in  the  Federal 
Register,  October  8,  1975.  Page  47415,  Appendix  B,  items  9 
and  too  (45  CFR  Part  5b). 

Policies  and  practices  for  storing,  retrieving,  accessing,  retaining, 
and  disposing  of  records  in  the  system: 

Storage:  File  folders,  microfilm,  charts,  graphs,  computer  tapes 
discs  and  punch  cards. 

Retrievability:  By  name  and/or  code  number.  NCI  uses:  to  deter¬ 
mine  (I)  factors  or  substances  in  the  environment  which  cause 
cancer;  (2)  ways  in  which  these  factors  or  substances  may  cause 
cancer;  and  (3)  characteristics  of  persons  who  may  be  particularly 
susceptible  to  the  environmental  factorfs)  or  substance(s)  and/or  to 
cancer. 

Safeguards:  DHEW  contractors  and  collaborating  researchers  will 
comply  with  the  provisions  of  the  Privacy  Act  and  with  Department 
Regulations.  Subjects  participating  in  a  clinical  study  will  be  ad¬ 
vised  that  their  identity  will  only  be  known  to  those  who  are  in¬ 
volved  in  conducting  the  study  and  that  any  published  findings  will 
be  in  a  format  which  precludes  individual  identification.  Data  will 
be  kept  in  secured  areas  with  access  limited  to  authorized  person¬ 
nel  (system  manager,  project  officer,  contracting  officer,  col¬ 
laborating  researchers,  staff,  and  DHEW  contractors).  Data  trans¬ 
mitted  to  the  NCI  will  be  in  a  non-personally  identifiable  form.  For 
computerized  records  the  contractor  will  comply,  where  ap¬ 
propriate,  with  Department  standards  and  National  Bureau  of  Stan¬ 
dards  Guidelines.  For  example,  access  is  controlled  by  the  use  of 
security  codes  known  only  to  authorized  personnel. 

Retention  and  disposal:  One  year  to  indefinitely  depending  on  the 
project.  Hard  copy  burned;  computer  tapes  and  discs  erased. 

System  manager(s)  and  address: 

Chief,  Clinical  Epidemiology  Branch 

National  Cancer  Institute 

Landow  Building,  Room  A52t 

7910  Woodmont  Avenue 

Bethesda,  Maryland  20014 

Notification  procedure: 

To  determine  if  a  file  exists  write  to  system  manager  and 
provide  the  following  information: 

a.  System  name:  Clinical  Epidemiologic  Studies  in  the  Division 
of  Cancer  Cause  and  Prevention 

b.  Complete  name  at  time  of  study 

c.  Facility  and  home  address  at  the  time  the  study  was 
undertaken 

d.  Date(s)  at  the  time  the  information  was  provided  (if  known) 

e.  Binhdate 

f.  Disease  type  (if  known) 

Medical  records  notification  procedures  are  in  accordance  with 
Departmental  Regulations,  Federal  Register,  October  8, 

1975,  page  47411  (45  CFR  Part  5b.6)  (See  12  below) 

Record  access  procedures:  The  same  information  provided  above 
for  notification  is  also  needed  for  access.  (1)  Non-Medical  Records 
-  written  requests  should  be  made  to  the  System  Manager  providing 
identity  verification  consisting  of  either  a  notarization  of  the 
request  or  a  certification  that  the  individual  is  who  he  or  she  claims 
to  be,  and  understands  that  the  knowing  and  willful  request  for 
acquisition  of  a  record  pertaining  to  the  individual  under  false 
pretenses  is  a  criminal  offense  under  the  Act,  subject  to 

5,000  fine.  (2)  Medical  Records  access  procedures  are  in  ac¬ 
cordance  with  Departmental  Regulations,  Federal  Register,  October 
8,  1975,  page  47411  (45  CFR,  Part  5b.6).  Individuals  seeking  access 
to  medical  records  should  designate  a  representative  (including  ad¬ 
dress)  who  may  be  a  physician,  other  health  professional,  or  other 
responsible  individual  who  would  be  willing  to  review  the  record 
and  inform  the  subject  individual  of  its  contents,  at  the  representa¬ 
tive’s  discretion. 


Contesting  record  procedures:  Write  to  system  manager  and  speci¬ 
fy  the  record  and  the  part(s)  to  be  contested. 

Record  source  categories:  DHEW  agencies,  institutions  under  con¬ 
tract  to  the  U.S.  Government,  universities,  medical  schools, 
hospitals,  research  institutions,  commercial  institutions,  state  agen¬ 
cies,  other  U.S.  Government  agencies,  patients  and  normal  volun¬ 
teers,  physicians,  research  investigators  and  other  collaborating 
personnel. 

Systems  exempted  from  certain  provisions  of  the  act:  None. 

CDC  NIOSH  0141.00 

System  name:  Respiratory  Disease  Studies  Involving  Persons  of 
West  Virginia  Coal  Mining  Communities  HEW/CDC/NIOSH. 

Security  classification:  None. 

System  location: 

Appalachian  Laboratory  for  Occupational  Safety  and  Health, 
NIOSH 

944  Chestnut  Ridge  Road 
Morgantown,  West  Virginia  26505 
and 

Ian  T.  Higgins,  M.D. 

School  of  Public  Health  * 

Dept,  of  Epidemiology 
University  of  Michigan 
109  Observatory  Street 
Ann  Arbor,  MI  48104 

Categories  of  individuals  covered  by  the  system:  Miners,  non¬ 
miners,  wives  of  miners,  and  wives  of  non-miners  living  in 
Richwood,  Mullens,  and  Marion  Counties,  West  Virginia. 

Categories  of  records  in  the  system:  Medical,  occupational,  and 
smoking  histories;  results  of  medical  tests;  demographic  data. 

Authority  for  maintenance  of  the  system:  Federal  Coal  Mine 
Health  and  Safety  Act,  Section  501  (30  U.S.C.  951). 

Routine  uses  of  records  maintained  in  the  system,  including  catego¬ 
ries  of  users  and  the  purposes  of  such  uses:  To  the  Department  of 
Justice  or  other  appropriate  Federal  agencies  in  defending  claims 
against  the  United  States  when  the  claim  is  based  upon  an  in¬ 
dividual's  mental  or  physical  condition  and  is  alleged  to  have  arisen 
because  of  activities  of  the  Public  Health  Service  in  connection 
with  such  individual  (see  Appendix  B  of  HEW  Regulation,  45 
C.F.R.,  part  5b,  item  100). 

Policies  and  practices  for  storing,  retrieving,  accessing,  retaining, 
and  disposing  of  records  in  the  system: 

Storage:  File  folders,  computer  tape,  computer  discs,  computer 
cards,  computer  printouts. 

Retrievahility:  The  purpose  of  this  system  is  to  perform  medical 
and  epidemiological  research  and  statistical  analysis  on  the  respira¬ 
tory  disease  of  coal  miners  and  other  workers  in  coal  mining  com¬ 
munities  in  West  Virginia.  The  data  is  retrieved  by  name  or  case 
number. 

Safeguards: 

24-hour  guard  service  in  building 
Locked  building;  locked  rooms 
Personnel  screening 

Locked  computer  room  and  computer  tape  vaults 

Locked  file  cabinets 

Computer  tapes  are  password  protected. 

Retention  and  disposal:  Records  retained  indefinitely.  Disposal 
methods  include  erasing  computer  tapes  and  burning  or  shredding 
printouts  or  paper  forms. 

System  manager(s)  and  address: 

Director 

National  Institute  for  Occupational  Safety  and  Health 
5600  Fishers  Lane,  Park  Bldg.  -  Room  3-32 
Rockville,  Maryland  20852 

Notification  procedure:  To  determine  if  a  file  exists,  write  the: 
Privacy  Act  Coordinator 
Management  Analysis  Office 
Center  for  Disease  Control 

Atlanta,  Georgia  30333  and  provide  the  following  information: 
(1)  approximate  date(s) 

and  place  of  treatment  or  questionnaire  administration,  (2) 
name  of  study,  if  known;  (3)  an  individual  who  requests 
notification  of  or  access  to  a  medical  record  shall,  at  the 
time  the  request  is  made,  designate  a  responsible 


FCDERAL  REGISTER,  VOL.  41,  NO.  155— TUESDAY,  AUGUST  10,  1976 


33880 


HEALTH,  EDUCATION,  AND  WELFARE 


representative  in  writing  who  will  be  willing  to  review  the 
record  and  inform  the  subject  individual  of  its  contents  at 
the  representative's  discretion  (these  notification  and  access 
procedures  are  requirements  of  the  Department  Regulations, 
45  C.F.R.,  Part  5b.6,  Federal  Register,  October  8,  1975,  page 
47411). 

Record  access  procedures:  Same  as  notification  procedure. 
Requesters  should  also  reasonably  specify  the  record  contents 
being  sought. 

Contesting  record  procedures:  Write  the: 


Pnvacy  Act  Coordinator 
Management  Analysis  Office 
Center  for  Diseai»e  Control  Atlanta,  Georgia  30333 
Reasonably  identify  the  record  and  specify  the  information  to 
be  contested  in  accordance  with  Department  Regulations, 
Federal  Register,  October  8,  1975,  page  47411  (45  C.F.R., 
Part  5b.7). 

Record  source  categories:  Information  is  obtained  directly  from 
individuals.  v 

Systems  exempted  from  certain  provisions  of  the  act:  None.  /* 
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